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510(k) Summarv 

CardioTech Antibiotic Hydroael Wound Dressing 

Submitters Details: 

Contact Person: 

Name of Device: 

CardioTech International, Inc. 
78-E, Olympia Avenue, 

Tel: (781) 933-4772 
Wobw,  MA 0 1 80 1-2057 

Fax: (781) 933-3933 

Michael Szycher, Ph.D. 
Chairman and CEO 
CardioTech International, Inc. 
Tel: (781) 9334772 
FLY: (781) 933-3933 

Classification Name: Dressing, Wound 
Common Name: Dressing 
Proprietary Name: CardioTech Antibiotic Hydrogel Wound Dressing 
Device Classification: Unclassified. 

Substantial Equivalence: CardioTech Antibiotic Hydrogel Wound Dressings are substantially e q ~ ~ h l e n t  
to MEDLMAC Bandages (Enquay Pharmaceutical Associates, €330457) and 
Adhesive Bandage with Antiibiotk (Johnson & Johnson, K9433 14). 

D eseription : 

Indications for Use: 

CardioTech Antiiiotic Hydrogel Wound Dressings are semiscclusive, 
and absorptive.The wound contact surface is composed of an antibiotic 
containing hydrogel, The OTC anI-Xotic mixture used consists of the 
following components: Neomycin Sulfate, 3.5mg, Bacimcin Zinc 500 Units 
and Polymyxin B Sulhte, 10,000 Units. The antibiotic mixture is present to 
help prevent bacterial contamination of the dressing. A second outer layer 
consists of a polymeric film 

CardioTech Antibiotic Hydrogel Wound Dressings are intended for use in the 
management of partial and full- thickness wounds. They may be used on the 
following wounds: 

Venous stasis ulcers 
Diabetic ulcers 
Pressure sores 

. Blisters 

Supdicial bums 
Abrasions and lacerations 
Donor sites 
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DEPARTMJZNT OF HEALTH & HUMAN SERVICES Public Health Service . 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

"ac 2 0 2002 

CardioTech International, Inc. 
Andrew M. Reed, Ph.D. 
121 06 West 75"' Lane 
Arvada, CoIorado 80005-5306 

Re: KO22584 
Trade/Device Name: CardioTech Antibiotic Hydrogel Wound Dressing 
R eg 11 1 at ory C I ass : U iic 1 ass i fi e d 
1'1-oduct Code: MGQ 
llatcd: October 3 1 .  2002 
Received: November 7, 2002 

Ilcar ur. Reed: 

We have reviemed 1 our Section 5 1 O(k) premarkct notification of intent to market the de\fice 
referenced above and have determined tlie de\ ice is substantially equivalent (for the inclicatrons h i  

m e  stated in the enclosure) to legally inarkcted predicate devices marketed in interstate c~iiiiiiercc 
prior to May 28. 1976. tlie enactment date of the Medical Device Amendments. or to de\ ices that 
have been reclassified in accordance with the provisions of the Federal Food, Drug. and Cosmetic 
Act (Act) tha t  do not require approval of ii premarl<et approval application (PMA). You ma> . 
therefore, market the device. subject to the general controls provisions of tlie Act. The general 
controls provisions of the Act include requirements for anniial registration, listing of devices. good 
m ;I 11 11 I'ac t it r i n g prac t 1 ce. 1 a he I i 11 g . ;in d 13 1.0 11 i b i ti on s again st 111 is b rand i ng and ad 11 1 t e ra t  i o n 

If your device is classified (see abobe) into either class I1 (Special Controls) or class I l l  (P31.4). i t  
may be subject to such additional controls. Existing major regulations affecting your de\ ice can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In  addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

e be ad\~ist.d that FDA's issuance of ;I substantial equivalence determination docs not mcan 
that FDA has made a deterinination that >'our device complies with other requirements of' the Act 
or an\' 1-ederal statutes and regulations administered by other Fcderal agencies. Yoci iiiiist cc\ i i ipl~ 
\\ i th  2111 the Act's rcquiremcnts. including. but n o t  liiiiited to: registration and listing (2 1 CI:R I'art 
807): lalxliiig (2  1 CFR Part SO 1 ): good manuf'acturing practice requirements as set fbi-th in the 
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quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic product 
radiatian control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA fillding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 80 l), please 
contact the Office of Compliance at (301) 594-4659. Additionally, for questions on 1 he promotion 
and ad\wtising of your dcvice. please contact tlie Office of Compliance at (301) 594-4639. Also. 
plcase note tlie regulation entitled, "Misbranding by reference to premarltet notification" (2 1 CFR 
Part 807.97). Other general illformation on your responsibilities under tlie Act may be obtained 
from the Division of Small Manufacturers, International and Consumer Assistance ai its toll-free 
number (800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www.fda.qov/cdrh/dsma/dsmamain.html 

Sincerely yours. 
A 

Ct'l/C'elia M. Witten. Ph.D., MD 
Director 
Division of General, Restorative 
and Neurological Devices 

Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enclosure 

http://www.fda.qov/cdrh/dsma/dsmamain.html


5 1 O(k) CardioTech Antibiotic Hvdronel Wound Dressing 
CardioTech International, Inc 

PREMARKE'I: NOTWICATION 
INDICATIONS FOR USE STATEMENT 

5 1 O(k) Number: KO22584 
CardioTech International, Inc. 

Device Name: CardioTech Anti3iotic Hydrogel Wound messing 

Indications for Use: 

Page 1 of 1 

CardioTech htibiotic Hydrogel Wound Dressings are intended for use in the management ofparhal arid full- 
thickriess wounds. They may be used on the following wounds: 

Venous stasis ulcers Superficial bums 
Diabetic ulcers Abrasions and lacerations 
Pressure sores 
Blisters 

DOIIOT sites 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
C o n c u m c c  of CDRH, Office of Devict: Evaluation (ODE) 

OR Over-The-Counter Use Presciiption use I/ 
(Per. 21 CFR 801.109) 


